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/ / DEPARTMENTOFHEALTH& HUMAN SERVICES Public Health Service

J~>$la Food end Drug Administration
2098 GeIther Road

If Rockvilla MD 20850

VIA FEDERAL EXPRESS

WARNING LETTER

Mr .“ Michael Bather
Owner/ Founder /
Frixned Medizintechnik, GmbH
Wartenbergstrasse 23
D-785 l’uttlingen, Germany

Dear Mr. Bather:

During an inspection of your firm located In Tuttlingen, Germany
on February 25, 1997, our investigator determined that your firm
manufactures surgical instruments. These are devices as defined
by section 201(h) of the Federal Food, Drug, and Cosmetic Act
(the Act) . u

The above-stated inspection revealed that these devices are
adulterated within the meaning of section 501(h) of the Act, in
that the methods used in, or the facilities or controls used for

9

manufacturing, packing, storage, or Installation are not in
conformance with the Good Manufacturing Practice (GMp) for
Medical Devices Regulation, as specified in Title 21, Code of
Federal Regulations (CFR), Part 8201 as follows:

1. Failure to maintain a device history record to demonstrate
that the device is manufactured in accordance with the
device master record, that includes, or refers to the
locatim of, the dates of manufacture, the quantity
manufactured, the quantity released for distribution, and
any control number used, as required by 21 CFR 820.184. For
example, uevice history records are not maintained to show
that surgical instruments are manufactured in accordance
with a device master record.

2. Failure to maintain a device master record prepared, dated,
and signed by a designated individual for each type of
device, as required by 21 CFR 820.181. For example, no
device master records have been prepared, dated and signed.
There are no written specifications for raw
materials/components, component inspection/testing and no
labeling or packaging procedures.
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3. Failure to have written procedures for finished device
inspection to assure that the device specifications are met;
to check, and, where necessary, test for conformance with
device specifications each production run, lot or batch
prior to release for distribution; to select a device, where
practical, from a production run, lot or batch and test
under simulated use conditions; and, to base the sampling
plans for checking, testing, and release of a device on an
acceptable statistical rationale, as required by
21 CFR 820.160. For example, there are no written
procedures which describe finished device testing.

4. Failure to have written Procedures for acceptance of
components and to inspec~, sample, and test-for conformance
to specifications those components where deviations from
component specifications cofild result in the device being
unfit for its intended use, as required by 21 CFR 820.80(a).
For example, procedures are not adequate to assure that
steel used to produce surgical instruments is fit for its
intended use in that some steel used in the production of
instruments is of an unknown quality and origin.

5. Failure to receive, store, and handle in a manner designed
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to prevent damage, mixup, contamination, and other adverse
effects components used in manufacturing, as required by
21 CFR 820.80. For exam le, procedures are not adequate to

!assure that surgical i s rwe ts
! FF app$ac~ured with forgings

provided by FKi@a~ to t
ident~tied d se~~e~ate at

on sac Fanufacturer are

t E
reven mixup with instruments

made from s eel not provides y Frimed.

6. Failure to implement planned and periodic audits of the
quality assurance program to verif compliance with the

rquality assurance program, as requ red by 21 CFR 820.20(b).
For example, audits of the qua ity assurance program have

$not been scheduled or conducte .

7. Failure to make or maintain written records of the
investigation, including conclusions of,any failure of a
device or any of its components to meet performance
specifications after the device has been released for
distribution, as required by 21 CFR 820.162, For example,
written records of failure investigations are not conducted
or maintained.
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This letter is not intended to be an all inclusive list of
deficiencies at your facility. It is your responsibility to
ensure adherence to each requirement of the Act and regulations.
The specific violations noted in this letter and in the form
FDA 483 issued at the closeout of the inspection may be
symptomatic of serious underlying problems in y~ur firm’s
manufacturing and quality assurance systems. You are responsible
for investigating and determining the causes of the violations
identified by the Food and Drug Administration. If the causes
are determined to be systems problems, you must promptly initiate
permanent corrective actions.

Federal agencies are advised of the issua ce of all Warning
ELetters about devices so that they may ta e this information into

account when considering the award of contracts.

Given the serious nature of these violations 0$ t e Act, all
bdevices manufactured by Frimed Medizintechnik Gmb ,

Warterbergstrasse 23, D-78532 Tuttlingen, GeT~a y may be detained
!upon entry into the United States (U.S.) until hese violations

are corrected.

In order to remove the devices from this detention, it will be
necessary for you to provide a written response to the ch rges in
this Warning Letter for ou eview. After we o
response is adequate,

i]
f ! ki:; t:”s&uKet w 1 be your tesponsi i

an inspection of
$

out acl. ity.
taken place, and

As soop as the in~~ectig~$~~en
e implementation of Yotit correct ons

verified, your pto ticks may resume entry into this country.

Please notify this office in writing o
f

the specific steps you
have ta)cen to correct the noted violat ens, including ap
explanation of each step being taken to identify and make
corrections to any undetly~ng systems

!
roblems necessary to

assure that similar violations will no recur. Please include
any and all documentation to show that adequate correction has
been achieved. In the case of future corrections, an estimated
date of completion, and documentation showing lans for

Rcorrection, should be included with yout respo se to this letter.
If documentation is not in English, please provide an English
translation to facilitate our review.
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Your response should be sent to the Food and Drug Administration,
Center for Devices and Radiological Health, Office of Compliance,
Division of Enforcement I, General Surgery Devices Branch,
2098 Gaither Road, Rockville, Maryland 20850, to the attention of
Carol Shirk.

&b
Si erely yours,

&
8,

illian J. Gill
Director
Office of Compliance
Center for Devices and

Radiological Health .


